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SENSING SYSTEMS AND METHODS FOR
MONITORING GAIT DYNAMICS

CROSS-REFERENCE TO RELATED
APPLICATION

This application 1s a continuation application of U.S. appli-
cation Ser. No. 12/981,339, entitled “SENSING SYSTEMS

AND METHODS FOR MONITORING GATT DYNAM-
ICS,” filed on Dec. 29, 2010, now U.S. Pat. No. 8,122,772,
which 1s a divisional application of U.S. application Ser. No.

11/346,600, entitled “SENSING SYSTEMS AND METH-
ODS FOR MONITORING GAIT DYNAMICS,” filed on
Feb. 2, 2006, now U.S. Pat. No. 7,867,285, which claims
priority to U.S. Provisional Patent Application No. 60/649,
226, filed on Feb. 2, 2005, the entirety of all of which are
hereby incorporated by reference.

BACKGROUND OF THE INVENTION

1. Field of the Invention

Embodiments of the invention relate to sensing systems
and methods and, 1n particular, sensors for use 1n monitoring
the gait dynamics of a user.

2. Description of the Related Art

Millions of individuals worldwide rely on prosthetic and/
or orthotic devices to compensate for disabilities, such as
amputation or debilitation, and to assist 1n the rehabilitation
of 1njured limbs. Orthotic devices 1include external appara-
tuses used to support, align, prevent, protect, correct defor-
mities of, or improve the function of movable parts of the
body. Prosthetic devices include apparatuses used as artificial
substitutes for a missing body part, such as an arm or leg. The
number of disabled persons or amputees 1s increasing each
year as the average age of individuals increases, as does the
prevalence of debilitating diseases such as diabetes. As a
result, the need for prosthetic and orthotic devices 1s also
Increasing.

In order to improve operability, prosthetic and orthotic
devices may be properly aligned by a trained professional,
such as a licensed prosthetist. One conventional means for
correctly aligning a prosthetic/orthotic device employs laser
beams to determine the center of gravity of a device while
being worn. Unfortunately, the use of this alignment method

requires expensive equipment that 1s not very portable.
Hence, there 1s a need for technology to align prosthetic/
orthotic devices that i1s both affordable and portable. Such a
technology would also be valuable for other industries that
manufacture devices associated with limbs, such as clothing,
and sporting-equipment industries, which also lack an atford-
able and portable technology for properly aligning devices,
such as shoes, ski boots, etc.

Some prosthetic/orthotic devices employ sensors to gather
data relevant to the device. One relevant source of informa-
tion 1s the amount of pressure placed on a prosthetic/orthotic
device, such as a prosthetic foot, while walking. Unfortu-
nately, a single conventional sensor attached to a prosthetic
foot, generally, only detects erther a heel strike or a toe load.
Conventional sensors, generally, cannot be positioned on a
prosthetic foot to measure both a heel strike and a toe load.
Hence, there 1s a need for improved sensors for prosthetic/
orthotic devices. Such a sensor technology would also be
valuable for other industries that manufacture devices asso-
ciated with limbs, such as clothing and sporting-equipment
industries, which also lack sensors capable of being posi-
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2

tioned on a device associated with a foot 1n such a way that
allows for the detection of both a heel strike and toe load while
walking, running, etc.

Some prosthetic/orthotic devices have sensor systems that
interact with the device, causing the device to automatically
adjust itself based on sensor readings. Unfortunately, conven-
tional sensor systems do not provide efficient, cost-effective
technologies for storing cumulative information regarding,
for instance, a user’s gait dynamics. Hence, there 1s a need for
prosthetic/orthotic devices that store cumulative performance
characteristics of the respective device. Such technology may
also be valuable for other industries that manufacture devices
associated with limbs.

Some prosthetic/orthotic devices provide sensory feed-
back to the user. One disadvantage of conventional sensory
teedback systems, however, i1s that they involve electrical
stimulus. Among other potential problems, these systems
may be (or at least may appear to be) uncomiortable, unaes-
thetic, and unsate. Hence, there 1s a need for improved sen-
sory feedback systems. Improved sensory feedback systems
may also be valuable for other industries that manufacture
devices associated with limbs.

Currently, there are sensors that measure the surface strain
of a material. For instance, 1t 1s commonly known to use strain
gauges to measure the actual strain in the surface of a mate-
rial. These strain gauges may measure the changes 1n electri-
cal resistance as certain strained forces are applied to the
material. As the strain gauges are attached to a material sur-
face, the strain gauges typically measure only the strain at the
material surface. There are many disadvantages to using
strain gauges. For instance, conventional strain gauges do not
isolate the change in resistance due to the deformations 1n
surface to which the sensor 1s attached. Thus, temperature,
material properties, the adhesive that bonds the gauge to the
surface, and the stability of the material all affect the detected
resistance. For example, in the prosthetics industry, indi-
vidual prosthetic devices, such as a prosthetic foot, may be
made from a variety of materials. Thus, conventional strain
gauges would have to be calibrated for every foot made of a
different material. Additionally, 1t may even be necessary to
calibrate different foot devices of the same material. This
unit-per-unit calibration 1s expensive and i1mpractical.
Another limitation of conventional stain gauges 1s that they
are not tlexible enough for certain applications, such as
attachment to prosthetic feet. Conventional strain gauges
measure a miniscule range of surface tension. Very tlexible
materials, such as carbon fiber used for prosthetic feet, exceed
this range. Adapting conventional strain gauges for use with
flexible devices associated with a limb, such as a prosthetic
foot, may be mmpractical and expensive and may have an
undesirable affect on the functionality of the device. Thus,
there 1s a need for improved sensors for devices associated
with a limb, such as a prosthetic foot.

No attempt 1s made here to catalogue all of the needs in the
prior art to which embodiments of the invention are directed.
It will be appreciated by one skilled in the art that the embodi-
ments described below are directed to solving the needs men-
tioned above, as well as other needs not listed.

SUMMARY OF THE INVENTION

Certain embodiments of the invention relate to systems and
methods for monitoring gait dynamics. In one embodiment,
an 1intelligent foot employs a tlexible sensor along a portion of
the foot to measure the bending of the foot. Based on certain
ranges, the data collected from the sensor (or sensors) may by
used, for instance, by a trained prosthetist to detect the occur-
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rence or pattern of successive heel strikes and/or toe loads on
the prosthetic foot. This data may be used, for example, to
align (either statically or dynamically) or to select an appro-
priate prosthetic foot. In addition, 1t may also be used to
predict and to prevent potential failure of the device, as well as
other potential satety hazards. Moreover, 1t may further be
used to train users of prosthetic devices to recognize and to
associate the detected gait dynamics with the associated pres-
sures caused by the wearing of the device. Although the
attached drawings and the description below often describe
the invention 1n terms of a prosthetic foot, the mnvention 1s not
limited to this application. Embodiments of the invention may
include applications to many different prosthetic and orthotic
devices, such as, but not limited to, torsos, arms, necks, legs,
hands, etc. Additionally, embodiments of the invention may
include applications to other devices associated with limbs,
such as, for instance, clothing articles (e.g., shoes) and sport-
ing goods equipment (e.g., ski1 boots).

One embodiment of the mvention includes a system for
measuring performance ol an orthotic or prosthetic device,
comprising an orthotic or prosthetic device, the device
capable of bending while 1n use, and a sensor, wherein the
sensor 1s configured to bend with the device while 1n use, and
wherein the sensor produces a resistance output correlated to
the bending of the device. Another embodiment of the inven-
tion includes a method for measuring bending of an orthotic
or prosthetic device associated with a limb, comprising pro-
viding an orthotic or prosthetic device having at least one
sensor associated therewith, measuring with said sensor the
bending of the sensor while the device 1s 1 use, said sensor
bending with the device, and communicating information
regarding said bending. Another embodiment of the invention
includes a system for measuring performance of a device
associated with a lower limb, comprising a device associated
with a lower limb, the device capable of bending while in use,
and a sensor, wherein the sensor 1s configured to bend with the
device while 1n use, and wherein the sensor produces a resis-
tance output correlated to the bending of the device. Yet
another embodiment includes a prosthetic foot system, com-
prising a prosthetic foot, at least one sensor comprising a
resistive strip provided along a portion of the prosthetic foot,
the resistive strip configured to bend with the prosthetic foot
while the foot 1s 1n use, and means for communicating bend-
ing information measured by said sensor to an mdividual.

One embodiment of the mvention includes a method of
gathering information regarding a prosthetic foot, comprising
providing a prosthetic foot having at least one sensor associ-
ated therewith, measuring with said sensor a performance
characteristic of said device while 1n use, and storing data
corresponding to performance characteristics measured by
said sensor within a memory. Another embodiment of the
invention includes a method of gathering information regard-
ing a device associated with a limb, comprising providing a
device associated with a limb having at least one sensor
associated therewith, measuring with said sensor a toe load
value and heel strike value of said device while 1n use, and
determining whether the at least one of said toe load value and
heel strike value falls within a predetermined range indicative
of different states of a user’s gait. Another embodiment of the
invention includes a method for assessing whether a device
associated with a limb 1s 1n a suitable working condition,
comprising providing a device associated with a limb having
at least one sensor associated therewith, measuring with said
sensor a biomechanical characteristic of said device while 1n
use, communicating information from said sensor to a pro-
cessor, and processing said information to determine whether
said device 1s or 1s not 1n a suitable working condition, and
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providing a signal indicating whether said device 1s or 1s not
in a suitable working condition. Another embodiment of the
invention includes a device for attachment to a limb, com-
prising at least one sensor associated with the device config-
ured to measure biomechanical characteristic of said device
while 1n use, a processor configured to process information
selected from the sensor to determine whether said device
satisfies a desired condition selected from the group consist-
ing of: alignment, safety, and failure, and a user interface
indicating whether said device satisfies the condition. Yet
another embodiment includes a prosthetic foot system, com-
prising a prosthetic foot, at least one sensor provided on the
prosthetic foot configured to measure a performance charac-
teristic of said foot while 1n use, and a memory storing infor-
mation gathered by said sensor to compile a history of the
performance characteristic of said foot while 1n use.

One embodiment of the mvention includes a method of
providing mformation regarding a prosthetic foot, compris-
ing providing a prosthetic foot having at least one sensor
associated therewith, measuring with said sensor a force char-
acteristic of said device while 1n use, and outputting to an
individual information auditorily or visually corresponding
to the force characteristic. Another embodiment of the inven-
tion 1ncludes a system for measuring performance of a pros-
thetic foot, comprising a prosthetic foot, a sensor on the
device configured to measure a force characteristic of the
device, and a user interface providing audio or visual infor-
mation relating to the force characteristic measured. Another
embodiment of the invention includes a method of providing
information to a user of a device associated with a limb,
comprising providing a device associated with a limb having
at least one sensor associated therewith, measuring with said
sensor a load characteristic of said device while 1n use, and
transmitting information relating to the load characteristic to
the user of the device through sound.

One embodiment of the mvention includes a method of
determining activity of a device associated with a limb of a
user. The method comprises 1n one embodiment: calculating
a step factor based on the number of steps taken by the user
over a period of time using at least one sensor provided on the
device; calculating an 1impact level factor of the device using
the at least one sensor, the impact level being determined by
measuring a toe load and/or heel load of the user over the time
pertod and comparing the measured toe or heel load to a
predetermined threshold value (e.g., threshold toe load or
threshold heel load) to determine 11 the threshold value 1s
exceeded; and determining an activity index value for the user
based on the step factor and the impact level factor.

For example, 1n one embodiment, the method may include
calculating the number of times during a particular cycle that
the measured load exceeds the predetermined threshold.

In yet other embodiments, an absolute value indicative of
the measured toe load and/or heel load 1s used to determine
the activity index value. For example, the method for deter-
mining activity of the user may comprise determining a toe
load value and a heel load value for each step of the user. This
load value data 1s then processed to determine a momentum
value for the particular user. For instance, such processing
may include filtering the load value data, such as through a
low pass filter, and/or assigning the data weighted values. The
method turther includes extracting a weight component and
an activity component from the determined momentum
value. For instance, the weight of the user maybe acquired
through the use of an external scale, the user profile data,
and/or the sensors that measure a force value when both the
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toe and heel of the user are in contact with the ground. The
remaining activity component 1s then used to determine the
activity mndex of the user.

For example, in one embodiment, an algorithm for calcu-
lating the activity index of the user 1s as follows. A weight
factor (“W”) 1s calculated through the following equation:

W, =(1-a)*ToeLoadmax, +a*HeelLoadmax,;

G 7

where “n” represents the step number; “ToeL.oadmax”™ repre-
sents the maximum measured toe load; “HeelLoadmax” rep-

resents the maximum measured heel load; and where “a” 1s a

variable representing the relationship between the ToelLoad-
max and the HeellLoadmax measurements. This data 1s then

filtered, such as through the following equation:
Wi =(1-b)y*Wf _ +b*W,

where b may be a constant variable, such as 0.05 (wherein the

last monitored step only accounts for 5% of the total Win).
The activity index (“A”) may then be calculated by:

A=Wfl(weight of user in kilograms)

Because the weight of the user does not generally change
during the calculation process, then an increase 1 “A” can be
attributed to an increase i Wi, which represents a more
dynamic pattern of motion. It should also be recognized that
the ToeLoadmax and HeellLoadmax variables may be set to
zero during mitialization of the calculation process. Further-
more, 1n other embodiments, the measurements of the toe
load and/or heel load may comprise measurements other than
the maximum load measurements. For example, the measure-
ments of the toe load and/or heel load may comprise an
average measurement during the length of one stride.

In one embodiment, the device may comprise an orthotic
device or a prosthetic device, such as, for example, a pros-
thetic foot, or any of the devices described 1n the applications
incorporated by reference herein.

In a further embodiment, the method includes comparing,
the activity index value for the user against a pre-determined
activity index for a variety of different devices to select an
appropriate device for the user.

One embodiment of the mvention includes a method of
selecting a device associated with a limb of a user. The selec-
tion method of one embodiment includes: providing a device
having a sensor secured thereto; measuring with the sensor a
performance characteristic of the device while the device 1s in
use by a user; comparing the performance with a pre-deter-
mined matrix of performance data of different devices; and
selecting an appropriate device for the user based on the
comparison.

In one embodiment, the device may comprise an orthotic
device or a prosthetic device, such as, for example, a pros-
thetic foot, or any of the devices described 1n the applications
incorporated by reference herein. In further embodiments, the
sensor may be configured to measure a toe and/or a heel load.

One embodiment of the mvention includes a method of
aligning a device associated with a limb of a user. The method
of one embodiment 1ncludes: providing a device having at
least one sensor secured thereto; measuring with the sensor a
performance characteristic of the device while the device 1s in
use by a user; transmitting data from the sensor to a micro-
processor and processing the data; and aligning the device
based on the data.

In one embodiment, the device may comprise an orthotic
device or a prosthetic device, such as, for example, a pros-
thetic foot, or any of the devices described 1n the applications
incorporated by reference above. In further embodiments, the
sensor may measure load characteristics of the limb and/or
device.
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In one embodiment, such alignment may include anterior
and/or posterior alignment of the device, such as through
manual and/or automatic adjustments. In other embodiments,
alignment may comprise adjustments for medial/lateral
movement. For example, a plurality of resistive strips placed
on both sides of a foot device may be used to determine toe
load, heel load, foot moment, and/or movement in the medial/
lateral plane.

In further embodiments, the method may additionally
comprise at least one of the following: providing real-time
alignment information during adjustment; providing infor-
mation regarding alignment, activity, step count, combina-
tions of the same, or the like through a computer 1nterface;
providing information on how a specific device has been
treated; and/or providing recommendations on device choice
based on measurements.

In yet other embodiments, information gathered from the
sensors may be used to electronically and/or automatically
adjust the device. For example, sensor signals could be used
to trigger a release point 1n a knee-type device or to commu-
nicate with an associated neuromusculoskeletal (NMS) unat.

One embodiment of the mvention includes a method of
measuring bending of a device associated with a limb of a
user. The method of one embodiment comprises providing a
device having at least one sensor secured thereto; and mea-
suring a bending characteristic of the device using the sensor
as the limb 1s utilized by a user. For example, the method may
be used to measure and/or detect large detlections/bending of
materials, such as for example, carbon and other highly flex-
ible materials used with the device. In one embodiment, the
device may comprise an orthotic device or a prosthetic
device, such as, for example, a prosthetic foot, or any of the
devices described 1n the applications incorporated by refer-
ence above. In a further embodiment, multiple sensors mea-
sure the bending characteristics and/or load characteristics of
a prosthetic foot. For example, one resistive strip sensor may
be placed on each side of the prosthetic foot.

One embodiment of the invention includes a system for
measuring prosthetic or orthotic performance. In one
embodiment, the system includes a prosthetic foot and a
sensor, such as, for example, a resistive strip, secured to the
prosthetic foot. In another embodiment, the system includes a
prosthetic foot and a sensor secured to the prosthetic foot
configured to measure a bending characteristic of the foot
over a designated step cycle. In yet another embodiment, the
system 1ncludes a prosthetic foot, a sensor secured to the
prosthetic foot; and a display secured to the prosthetic foot to
indicate performance based on the measurements taken by
the sensor.

Furthermore, each of the sensors may be laminated into the

prosthetic foot, such as, for example, being laminated
between layers of fibers.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 illustrates a side view of an intelligent prosthetic
foot with a single sensor.

FIG. 2 illustrates certain predetermined ranges of mea-
sured resistance of a bending sensor.

FIG. 3 1llustrates a schematic diagram of certain electronic
components of an 1ntelligent device.

FIG. 4 illustrates a three-dimensional view of a sensor
system ready for attachment to a portion of a prosthetic foot.

FIG. 5 illustrates a sensor system with two bending force
SEeNSors.
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FIG. 6 1llustrates a simple intelligent foot with a clip on
connector for communicating data gathered from the bending

SENSors.

FI1G. 7 illustrates an intelligent prosthetic foot with a built-
in component for processing and displaying the data gathered
from the bending sensors.

FIG. 8 illustrates an intelligent prosthetic foot with detach-
able component for processing data gathered from the bend-
Ing SENsors.

FIG. 9 1llustrates an intelligent prosthetic foot with a wire-
less unit for communicating data gathered from the bending
SENSsors.

FIG. 10 1llustrates an intelligent foot with a snap-on con-
nector for connecting a computing device that processes and
displays the data gathered from the bending sensors.

FIG. 11 1llustrates a watch interface that may be used to
display data gathered from the sensors of an intelligent
device.

FI1G. 12 1llustrates a personal computing device thatmay be
used to display data gathered from the sensors of an intelli-
gent device.

FIG. 13 illustrates a laptop that may be used to display the
data gathered from the sensors of an mtelligent device.

FI1G. 14 illustrates a set of headphones that may be used to
hear the data gathered from the sensors of an intelligent
device.

DETAILED DESCRIPTION OF THE PREFERRED
EMBODIMENTS

Without limitation to the scope of the mvention, certain
inventive embodiments are described below. Various aspects
and features of the invention will become more fully apparent
from the following description and appended claims taken 1n
conjunction with the foregoing drawings. In the drawings,
like reference numerals indicate identical or functionally
similar elements. The drawings, associated descriptions, and
specific implementation are provided to 1llustrate the embodi-
ments of the invention and not to limit the scope of the
disclosure.

The terms “prosthetic” and “prosthesis™ as used herein are
broad terms and are used 1n their ordinary sense and refer to,
without limitation, any system, device or apparatus that may
be used as an artificial substitute or support for a body part.

The term ““orthotic” and “orthosis as used herein are broad
terms and are used in their ordinary sense and refer to, without
limitation, any system, device or apparatus that may be used
to support, align, prevent, protect, correct deformities of,
immobilize, or improve the function of parts of the body, such
as joints and/or limbs.

The term “auditorily” as used herein means, without limi-
tation, relating to or experienced through hearing. For
instance, outputting to an individual information auditorily
might mean transmitting sound waves to a pair of headphones
via wired or wireless communication.

The phrase “transmitting information through sound”
comprises any means of communicating information through
sound waves perceptible to the human ear.

The term “alignment™ as used herein means, without limi-
tation, configuring the movable portions of a device so that
the device functions properly or optimally. For instance, a
trained prosthetist might use an intelligent device to adjust the
alignment of, for instance, a prosthetic foot to a user. The
alignment might be part of the initial fitting of the prosthetic
or a later adjustment. Alignment may be as simple as tight-
ening, or otherwise adjusting, screws, bolts, etc. By defining
alignment as configuring movable parts, there 1s no intention
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to limit alignment to the adjustment of rotating, sliding, or
other adjustments that require repositioming. The tightening
of a bolt, for instance, should be construed as the configura-
tion of a movable part. Alignment may include any config-
urable axis of device. For instance, a prosthetic foot may be
aligned by adjusting the heel height. Alternatively, a pros-
thetic foot may be adJ usted by aligning the lateral position of
the foot to the user’s stump. Alternatively, alignment may
include the movement of a prosthetic foot 1n the heel-to-toe
axis or forward and backward axis. Alignment may refer to
either static or dynamic alignment. When the term *“‘align-
ment” 1s used without either of the adjectives, 1t should be
understood that the alignment refers to static and/or dynamic
alignment. Static alignment, generally, occurs while the user
ol a device associated with a limb 1s 1n a still position, perhaps
standing, sitting, or lying down. Dynamic alignment, on the
other hand, 1s alignment based on measurements that repre-
sent user dynamics during gait, either normal level ground
gait or more complex situations. In general, the term *““align-
ment” 1s used both to idicate the actual adjustment of the
intelligent device by the movement of parts and to indicate the
analysis or process of determining how to configure the mov-
able parts.

A device associated with a limb 1s any device that may be
used to assist the limb 1n some function. For instance, a
prosthetic device 1s a device associated with a limb. A pros-
thetic device may replace a portion of or the entire limb.
Alternatively, an orthotic device 1s a device associated with a
limb. An orthotic device, for instance, supports or aligns the
limb. Additionally, other devices, such as articles of clothing
or sporting goods equipment, may be devices associated with
a limb. For instance, a shoe 1s a device associated with a limb
because 1t assists the user of the shoe to use the foot, for
example, to walk or run. Similarly, a ski boot 1s a device
associated with a limb because it assists the user of the ski
boot to use the foot, for example, to ski.

A bending force sensor 1s a sensor that measures bending
force. One example of a bending force sensor 1s a variable
printed resistor on a thin flexible substrate. As the substrate 1s
bent, the sensor produces a resistance output correlated to the
bend radius. That 1s, the smaller the radius, the higher the
resistance value. Thus, a bending force sensor may be a sensor
that bends.

A force characteristic of a device 1s any characteristic
indicative of a force associated with the device. The force may
be an external force, such as pressure applied to the device, for
instance, when a prosthetic foot makes contact with the
ground while a user 1s walking. A force may also be an
internal force, such as the resistance of a conductive material
with which the device 1s comprised. A force characteristic
may be derived from other measurements and may form the
basis for other derived measurements. For instance, a force
characteristic may be the amount of bending experienced by
a component of the device. This measured bending may be
determined, for mstance, by measuring the resistance of the
component. Moreover, the measured bending, or resistance,
may be used to measure whether the user of the device, such
as a prosthetic foot, has entered a certain state of use, such as
a heel strike state 1n the gait of the device user.

The phrase “suitable working condition™ as used herein 1s
intended to indicate a number of conditions relating to the
proper and optimal use of a device associated with a limb. For
instance, operating in proper alignment, operating within
safety parameters, and operating without foreseeable internal
failure are all examples of suitable working conditions of a
device associated with a limb. When a device 1s not properly
aligned, for instance, 1t 1s not 1n suitable working condition.
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The term “biomechanical” as used herein refers to any
mechanical characteristic or property of a device associated
with the mechanics of a living body. For instance, the align-
ment of a device associated with a limb 1s a mechanical
characteristic of a device associated with the mechanics of a
living body. Similarly, the bending of a device associated with
a limb 1s a biomechanical property. Measuring whether cer-
tain bending indicates delamination or otherwise deteriora-
tion of a device associated with a limb 1s a biomechanical
measurement because the delamination will change the
mechanical response of the device and thus affects the way
the device will interfere with the limb. Internal and external
forces, such as pressure loads, experienced by a device asso-
ciated with a limb are also biomechanical characteristics of
the device. Certain angles of biomechanical joints could in
theory be calculated from the bending characteristics of a
device and the angles are thus also regarded as biomechanical
properties.

The term “predetermined” as used herein refers to any
property, function, value, etc. determined at a prior period of
time to application. For instance, a threshold value, algo-
rithm, or status condition used to evaluate measurements
taken on a device associated with a limb may all be predeter-
mined. Some predetermined algorithms, conditions, values,
variables, functions, etc. are used to calculate other values,
etc. on the fly. Thus, a predetermined range may be under-
stood both as a range of numbers that were selected previ-
ously (that 1s, that were predetermined) and as a range of
numbers determined dynamically by a predetermined algo-
rithm. The same 1s true of a predetermined threshold.

The phrase “user interface” as used herein means any
means for perceiving the readings of the sensors of an 1ntel-
ligent device. For instance, a user interface may comprise an
LCD monitor of a computer that 1s attached to an intelligent
prosthetic foot. Alternatively, a user interface may be an LED
indicator mounted on an intelligent prosthetic foot. In other
embodiments, a user interface may comprise sound signals
transmitted to the user of an intelligent foot and received
through headphones. It will be appreciated that there are
many ways 1n which the mnformation from the sensor system
may be communicated to a user or a third party. The phrase
“user interface” should not be construed to be restricted to
users. Thus, a trained prosthetist may be the intended user of
a user 1nterface.

A performance characteristic 1s any characteristic particu-
lar to the performance of a device. For instance, one example
ol a performance characteristic 1s the bending of a device,
such as the bending of a prosthetic foot, an orthotic foot, or a
shoe. Moreover, a performance characteristic may measure a
force, more particularly a bending force. Additionally, a per-
formance characteristic may measure a load, more particu-
larly a bending load. A single performance characteristic,
however, may be used to detect multiple conditions. For
instance, a resistive strip may be used to measure the pertor-
mance characteristic of bending, which may 1n turn be used to
determine the position of the foot relative to the ground.
Accordingly, a certain degree of bending of the resistive strip
may indicate that the prosthetic foot 1n which the resistive
strip 1s embedded 1s 1n a heel strike position, or a toe load
position, or a position in-between. Thus, a performance char-
acteristic, such as bending, may be used to measure multiple
conditions, such as heel strike, toe load, or an 1n-between
condition. Furthermore, a performance characteristic may be
combined with other performance characteristics to deter-
mine a particular condition or value. For mstance, two resis-
tive strips may be aligned 1n a prosthetic foot to give data
concerning the bending characteristic of both the left and
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right portions of the foot. Taken together, these measurements
may be used to determine the medial/lateral moment of the
prosthetic foot.

Some embodiments of the invention integrate sensors and
a microcontroller to monitor the gait dynamics of a user. For
example, embodiments of the invention may be used to mea-
sure the movement and/or dynamics of a device associated
with a limb, such as a prosthetic or orthotic foot. In yet other
embodiments of the invention, other types of devices may be
used with a foot or with other limbs. For exemplifying pur-
poses, the following will describe an embodiment of the
invention including a prosthetic foot.

One embodiment of the invention includes a prosthetic foot
system that provides information relating to at least one of the
following;:

1. The number of steps taken on the foot

2. A toe load

3. A heel load

4. Real-time information on the foot load

5. An activity mdex (e.g., number of steps/time™*1mpact
level)

6. Medial/lateral alignment of the foot

7. Dorsitlexion/Plantartlexion of the foot

The benefits of such data sampling include information
relating to at least one of the following:

1. The activity of the user (e.g., from the number of steps

taken 1n a particular period of time)

2. Toe load and heel load may indicate 11 the foot selection
1s correct or not. For example, the system may comprise
soltware that processes information relating to available
prosthetic foot products and determines whether the cur-
rent prosthetic foot 1s appropriately selected for the user
and/or, based on such mnformation, suggest an alterna-
tive prosthetic foot.

3. Real-time load information is beneficial during align-
ment processes, and an integrated load indicator (e.g.,
integrated into the prosthetic foot) provides for dynamic
alignment based on the real-time analysis.

4. A proprietary activity index may be used to give results
on increased activity caused by different adjustments or
setup configurations of various types of prostheses.

5. Detlection of the prosthetic foot may be, through a force
model, translated over to a force value at each end of the
prosthetic foot. This allows for the measurement of toe
load and heel load through a single sensor unit.

6. From monitoring the bending of the prosthetic unit, a
sudden permanent change in certain bending values may
indicate a failure of the device due to breakage or
delamination.

FIG. 1 depicts an example of a prosthetic foot system
according to one embodiment of the invention. In general, the
illustrated intelligent prosthetic foot 30 may comprise many
of the common elements of a prosthetic foot, such as a heel
member 32, an eclongated member 34, and an attachment
member 36. An intelligent prosthetic foot 30 may additionally
include laminating a force sensor 38, such as a variable resis-
tor strip, into (or onto) the prosthetic foot 30. Additionally, an
intelligent prosthetic foot 30 may include a microcontroller
(not illustrated), which may optionally reside on the device,
such as 1n the housing 40 1llustrated 1n FIG. 1. In the 1llus-
trated embodiment, connecting wires 42 provide a path for
communicating data to a microcontroller (not illustrated)
residing 1n the housing 40. The illustrated intelligent pros-
thetic foot 30 provides a user interface 44, consisting of two
LED lights, for communicating data gathered and processed.

The force sensor 38 1s advantageously positioned on the
prosthetic foot so as to be able to measure forces, more




US 8,869,626 B2

11

particularly bending forces, on both sides of a bending axis of
the foot. In one embodiment of the invention, at least one
sensor 1s positioned lengthwise (anterior/posterior direction)
on the prosthetic foot. Such positioning of the sensor(s)
advantageously provides for the monitoring of portions of the
prosthetic foot where maximum bending 1s generally
expected. In a further embodiment, at least one sensor is
positioned lengthwise on each side of the prosthetic foot. This
provides for the sensing of differences 1n force 1n the medial/
lateral plane, which may be used to calculate the moment of
the foot.

When the prosthetic foot bends, the resistance 1n the vari-
able resistor strip changes. A microcontroller monitors the
changes 1n resistance (such as through continuous or periodic
monitoring) and detects different bending in the foot based on
the changes 1n resistance (e.g., such as through a predeter-
mined algorithm). In one embodiment, the microcontroller 1s
an ATMEL Atinyl3L, which may run at a frequency of 1.2
MHz. In one embodiment, the sensors and/or microcontroller
may be integrated into the prosthetic foot.

In one embodiment, the interface of the system 1s a RS232
serial connection from the microcontroller that 1s connectable
to any serial device over a cable or a Bluetooth connection. In
other embodiments, other types of wireless technology may
be used, such as infrared, WiFi®, or radio frequency (RF)
technology. In other embodiments, wired technologies may
be used to communicate with the microcontroller.

In one embodiment, a software program reads and inter-
prets the data read from the prosthetic foot. A display, such as
two LED’s, indicates the status of the prosthetic foot system.

Calibration of the prosthetic foot system may take place
when the system 1s reset. That 1s, the “normal” state of the
prosthetic foot system may be defined as the state registered
when the prosthetic foot system 1s reset. In one embodiment,
the prosthetic foot system defines a range of resistive values
(or “dead zone”) that 1s associated with a relaxed, or normal,
state ol the prosthetic foot. Even at this relaxed state, the
prosthetic foot 1s generally curved and may register a particu-
lar resistive value measured through the resistive strip. Resis-
tive values that fall outside the defined range of normal state
values are generally regarded as valid state changes. For
example, when the user 1s 1n stride, at the heel strike state (i.e.,
when the heel of the user makes contact with the ground), the
resistance (1.e., heel load value) measured through the resis-
tive strip 1s generally less than the relaxed state value(s). At
the toe load state (1.e., state just prior to the foot leaving the
ground), the resistive value (1.e., toe load value) 1s generally
greater than the relaxed state value(s). For a full “step” to be
registered by the prosthetic foot system (e.g., incrementing a
step count), the prosthetic system generally awaits a heel
strike state (low resistance) and a toe load state (high resis-
tance), which states may also occur in the reverse order (1.e.,
toe load state and heel strike state). FIG. 2 graphically illus-
trates a scale of different states (e.g., dead band) 1n which a
measured resistive value may fall.

The following description provides an example of the
above-disclosed method. A user and/or prosthesist defines a
relaxed state as having a resistive value of approximately 20
ki1loOhms, a heel strike state as having a resistive value of
approximately 10 kiloOhms, and a toe load state as having a
resistive value of approximately 40 kiloOhms. The “dead
zone,’ therefore, includes the relaxed state value, which 1s
greater than the heel load value, and 1s less than the toe load
value. When a measured value from the resistive strip exceeds
the “dead zone” range of values and/or the toe load value, then
a TRUE value 1s assigned for a toe load variable. If the
measured value from the resistive strip 1s less than the “dead

10

15

20

25

30

35

40

45

50

55

60

65

12

zone” range of values and/or the heel load value, then a TRUE
value 1s assigned for the heel strike variable. For each succes-
s1ve programming cycle, ii the variables for heel strike and toe
load are both TRUE, then a step counting variable 1s incre-
mented by one and both the toe load and heel load variables
are reset to a FALSE value. In another embodiment, only one
ol the heel strike and toe load variables need be TRUE for the
step counting variable to be incremented. This process can
continue for each step within a cycle, and the resulting infor-
mation may be stored 1n a report and/or observed by a pros-
thetist for alignment, as discussed below.

The display portion of the prosthetic foot system may be
used to indicate real-time information of the prosthetic foot
system, and preferably the foot load. For example, 1f neither
of the LED’s of the display portion 1s lit then the prosthetic
foot 1s presumably 1n an aligned position. On the other hand,
if the prosthetic foot system experiences a force greater than
an acceptable value for the toe load or heel load, the display
may indicate such an overload to the user or prosthetist. For
example, the display may indicate through an LED flashing
pattern the type and/or magnitude of force experienced by the
prosthetic foot system and/or the type of corrective alignment
needed. In one embodiment, for dynamic alignment (e.g.,
aligning a prosthetic foot system foot based on the (current)
gait properties of the user), the prosthetic foot system foot
may indicate, through a LED flashing sequence of some kind,
aiter walking that the alignment 1s too far posterior or anterior.

A prosthetist may use the imnformation generated by the
sensor (e.g., through the LED display or through data trans-
mitted from the sensor) to align the prosthetic foot. For
example, anterior/posterior alignment of the prosthetic foot
can be performed by adjusting screws on the prosthetic foot.
In one embodiment, such alignment comprises adjusting at
least one of multiple (e.g., four) screws on the prosthetic foot.
In other embodiments, other means of adjusting may be used.
For example, the heel height of the prosthetic foot may be
adjusted by pressing a button, which, 1n turn, changes the
angle of the prosthetic foot. For example, an embodiment of
the invention may include a design described in Applicant’s

co-pending U.S. application Ser. No. 10/742,455, filed on
Dec. 18, 2003, and entitled “PROSTHETIC FOOT WITH
ROCKER MEMBER,” the entirety of which 1s hereby incor-
porated by reference and 1s to be considered as part of this
specification. As the prosthetic foot 1s tilted downwards
(plantartlexion), the toe load increases and the heel load
decreases. Likewise, titling the prosthetic foot upwards (dor-
siflexion) 1increases the heel load and decreases the toe load.

Similar types of alignment may be performed for medial/
lateral alignment 1n a system wherein the sensor measures
medial/lateral loads. This alignment may be performed based
on a prosthetist’s direct and/or real-time observation of the
LED’s provided on the device or by reviewing a report gen-
crated based on the data gathered with respect to the sensor
measurements. This alignment information may also be pro-
vided to a manufacturer to provide information on how the
device was treated and/or performed.

In one embodiment, a computer program analyzes the
alignment information to give recommendations based on the
measurements from the device. The computer program may
function eirther 1n real-time or on a summary basis, and may
display a computed result after some predefined walking
pattern has been carried out by the user.

FIG. 3 depicts a schematic diagram of one embodiment of
the prosthetic system described above. In particular, the sche-
matic diagram shows a processor (ATMEL Atinyl5L) 1n com-
munication with two resistive strips (RESSTRIP-1 and
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RESSTRIP-2) and various other components. A correspond-
ing part list to the schematic of FIG. 3 may be as follows:

Part Value Device Package  Library
IC1 TINY 15LP TINY15LP DILOS atmel

Q1 BC546A BC546A TO92-EBC transistor-npn
R1 16K R-EU_0204/5  0204/5 rcl

R2 1K R-EU 0204/5  0204/5 rcl

R3 10K R-EU_0204/5  0204/5 rcl

R4 68 R-EU 0204/5  0204/5 Rcl
RESSTRIP 53047-02 53047-02 con-molex
SERPORT 53047-02 53047-02 con-molex
U$1 LED3MM LED3MM Led

U$2 LED3MM LED3MM Led

FIG. 4 1llustrates a three-dimensional view of a sensor
system ready for attachment to a portion of a prosthetic foot.
The sensor system includes two bending force sensors 38
(such as variable resistor strips) ready for attachment to form
an intelligent prosthetic foot 30. The prosthetic foot may be
any suitable prosthetic foot where there 1s a portion of the foot
that bends under load. For example, the following prosthetic
teet available from Ossur of Reykjavik, Iceland: Axia™, Cet-
cerus®, Elation™, LP Ceterus™ Chopart, K2 Sensation™,
P Vari-Flex®, Modular III™, Re-Flex VSP™, Cheetah®,
Flex-Sprint™, Flex-Run™, Talux®, Vari-Flex®, Flex-Foot®
Junior, Flex-Symes™, and Sure-Flex®. Further details of
certain prosthetics feet are disclosed 1n the following patents
and applications hereby incorporated by reference i their
entireties: U.S. patent application Ser. No. 10/642,125; U.S.
patent application Ser. No. 10/944,436; U.S. Pat. No. 6,969,
408; U.S. patent application Ser. No. 10/742,455; U.S. Pat.
No. 6,899,737, U.S. Pat. No. 5,181,932; U.S. Pat. No. 4,822,
363; U.S. Pat. No. 6,071,313; and U.S. Pat. No. 6,811,571.

As illustrated, the foot member of the intelligent prosthetic
toot 30 of FIG. 4 includes an elongated member 34 extending
between a front end 47 and at a rear end 48. The foot member
of the intelligent prosthetic foot 30 1s preferably made from an
integral piece of material which 1s substantially plate-like,
having a substantially flat configuration with a substantially
rectangular cross-section along its length. As shown 1n FIG.
6, the foot member further comprises a heel member 32
extending rearwardly from a location on the foot member
intermediate the front end 47 and rear end 48. The heel mem-
ber 32 may also have an elongate, substantially-plate like
configuration like the elongated member 34. As shown 1n
FIG. 6, the elongated member 34 and heel member 32 can be
connected using bolts 56 or other suitable means. An adapter
58 1s provided on an upper surface of the foot member for
connection to a pylon or other intermediate member.

The elongated member 34 and heel member 32 are prefer-
ably constructed of a resilient material that is capable of
flexing 1n multiple directions. The material may comprise
multiple layers, or laminae. Examples of possible materials
for the members are carbon, any polymer material, and any
composite of polymer and fiber. The polymer could be ther-
moset or thermoplastic. In a composite, the fiber reinforce-
ment could be any type of fiber, such as carbon, glass or
aramid. The fibers could be long and unidirectional, or they
could be chopped and randomly oriented.

The elongated member 34 as 1illustrated 1n FI1G. 4 15 split
into multiple independent toe members configured to flex
substantially independently of one another at least partially
along their length. In the illustrated embodiment, the elon-
gated member 34 1s split into two independent toe members
45, 46. For example, the foot member 10 may comprise at
least one longitudinal slot 49 having a substantially constant
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width extending from the front end 47 thereof towards a rear
point proximal the rear end 48 of the elongated member 34.

Further details of a base prosthetic foot may be found 1n
U.S. patent application Ser. No. 10/642,1235, incorporated by
reference herein.

In FIGS. 5 through 10 the same reference numbers refer to
similar features common to both figures. Additionally, the
text below refers to a component called a “sensor system.”
The sensor system should be understood to mean any collec-
tion of bending force sensors in accordance with the embodi-
ments of the invention. In the illustrated embodiments in
FIGS. § through 10, the sensor system 50 comprises two
bending force sensors 38. In addition to the sensors, the
phrase “sensor system” refers to the substrate upon which the
sensors are embedded, which substrate may be, for example,
attached, bonded, embedded, adhered, laminated, combina-
tions of the same and the like, etc. to a device associated with
a limb, such as a prosthetic foot. Additionally, the sensor
system 1llustrated 1n FIG. 5 comprises connecting wires 42
that provide the path for sensed data to reach some processing
unit, not generally to be considered part ol the sensing system.
The 1llustrated sensor system 30 also includes an attachment
portion 52 without any sensor material. The 1llustrated attach-
ment portion 52 provides additional surface area for adhering
the sensor system 50 to, for instance, a prosthetic foot. In
other embodiments, the sensor system 50 may be laminated
into the fibers of an intelligent device, such as the carbon
fibers of a prosthetic foot. The holes 54 provide an entry for
the bolts, for example the bolts 56 as 1llustrated FIG. 6, that
are used to adjoin plates of the prosthetic foot. The connecting
wires 55 provide a communication path from the bending
force sensors 38 to a connecting attachment that provides a
communication path to a computing device that processes the
data.

The sensor system 30 shown 1n FIG. 5 includes two elon-
gate sensors 38, which may be resistive strips such as
described above. It will be appreciated that any suitable sen-
sor may be used to measure a desired performance, force,
alignment, or biomechanical characteristic of the foot. Such
sensors 38 comprise an elongate, substantially planar body
that provides a flat surface that extends across an upper sur-
face of the prosthetic foot 1n a longitudinal or posterior-to-
anterior direction. As used herein, the elongate configuration
of the sensors 38 generally refer to the sensors having a length
to width ratio of greater than about 2:1, more preferably
greater than about 5:1 or even 10:1. In one embodiment, the
sensors 38 have a length of about 2 inch or greater, more
preferably about one inch or greater, more preferably about
two 1nches or greater, or even about three inches or greater.
The width of the sensors 38 may i1n one embodiment be
between about 4 of an inch and V2 inch. The sensors 38 also
have a flexible construction, allowing them to bend with the

foot member during use of the foot. Some sensors may com-
prise resistive carbon technology. Suitable sensors are avail-
able from Spectra Symbol Corp. of Salt Lake City, Utah.

As 1llustrated 1n FIG. 6, the sensors 38 are preferably
located along an intermediate portion of an upper surface of
the foot member. However, it will be appreciated that the
sensors 38 may be provided at any suitable location for taking
bending or other measurements. The sensor system 50 as
illustrated 1s provided such that left and right sensors 38 are
provided on opposite sides of the slot 49, such that measure-
ments can be taken not only for bending along an anterior-
posterior direction, but also comparisons can be made for
medial/lateral differences.
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Because FIGS. 6 through 10 contain many similar ele-
ments previously described, the description of those elements
1s not repeated.

FIG. 6 1llustrates a simple intelligent foot with a clip on
connector for communicating data gathered from the bending
sensors. In the illustrated embodiment, the sensor system 50
1s adhered to the top surface of a prosthetic foot. In this simple
embodiment, the itelligent foot does not perform any pro-
cessing. Instead, the connecting wires providing a path for the
sensed data are configured 1nto a connecting band 60 to which
a simple clip-on connector 62 may be attached. The clip-on
connector 62 provides paths for the sensed data, leading to a
connectible processing component, such as those discussed
below. In this embodiment, the processing, storing, and out-
putting of sensed data occurs on a connectible device (not
illustrated). Such an external processing component may be
adapted to perform functions as described below. Because the
sensor system (comprising bending force sensors) 1s cost
elfective, the sensor system 50 may be included with many
devices associated with limbs, for mnstance prosthetic feet.
The sensor system 50 may remain permanently attached to a
prosthetic foot. The sensor system 50 might be connected to
a processing device when the prosthetic foot 1s first fitted to 1ts
user and thereafter during successive visits to, for instance, a
trained prosthetist.

FIG. 7 1llustrates an intelligent prosthetic foot with a buailt-
in component for processing and displaying the data gathered
from the bending sensors. In contrast to the embodiment
illustrated 1n FIG. 6, the embodiment illustrated 1n FIG. 7
comprises a built-in processing unit 70, which might include
a processor (not illustrated) for processing the sensed data, a
battery (not illustrated) for operating the built-in processing
unit 70, and a user interface 72 comprising three LED lights.
These lights might be configured so as to indicate when the
prosthetic foot 1s experiencing, respectively, a heel strike, a
toe load, or a neutral position in between. Additionally, the
lights may indicate when heel strike or toe load values are
inside or outside of a predetermined or a desired range or
exceed a threshold value. A trained prosthetist might observe
the lights while, for instance, aligning the prosthetic foot for
its user. Such alignment might occur while the user 1s, for
example, standing, sitting, walking, or running, thereby pro-
viding for either static or dynamic alignment.

Additionally or alternatively, the built-in processing unit
70 might comprise a sophisticated digital signal processor,
capable of indicating that, for instance, gait 1t not optimal. In
this instance, the lights on the user interface 72 might indicate
certain non-optimal performance characteristics. In some
embodiments, the built-in processing unit 70 might be con-
figured to determine other conditions related to, for instance,
auser’s salety, usage statistics, selection of device, or internal
tailure of the device. For instance, the processor might be
programmed to detect if a prosthetic foot 1s too stiff. This
condition may be detected 1t the sensor system never detects
a certain amount of bending beyond a predetermined or
desired threshold (e.g., a desired threshold previously defined
by fixed values or algorithms). Other detected safety condi-
tions might include an increase 1n weight of the user, a pre-
dominant favoring of one side of the prosthetic foot, or 1irregu-
larities 1n detecting alternating heel strikes and/or toe loads.
An example of the kind of internal failure that might be
detected 1s the delamination of the carbon fibers of, for
example, a prosthetic foot. The built-in processing unit might
detect that the device 1s bending too much, for istance, by
sensing that a predetermined threshold has been exceeded.
Too much bending may be indicative of delamination of the
carbon fibers, which may lead to the toe breaking off 1t left
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unattended. The user interface 72 might be programmed to
signal delamination, as well as other detected safety and/or
internal failure conditions. The bwlt-in processing unit 70
might also be configured for vibration analysis corresponding
to changes 1n frequency and/or resonation.

In some embodiments, the built-in processing unit 70 com-
prises random access memory (RAM) embedded 1n the pro-
cessor. This memory may be used during the real-time pro-
cessing of the sensed data. Additionally or alternatively, the
built-in processing unit 70 may comprise long-term memory,
such as flash memory, for storing accumulated data, such as
the number of steps, force, load, or bending measurements,
including step-by-step measurements. This stored data may
be used to calculate an activity index such as described above.
In these embodiments, the processor would be able to provide
teedback based on the history of gait dynamics detected by
the sensor system 350. Threshold values might be stored 1n the
long-term memory or embedded 1n the control logic of the
Processor.

FIG. 8 illustrates an intelligent prosthetic foot with detach-
able component for processing data gathered from the bend-
ing sensors. In this embodiment, the sensor system 30 is
linked to a detachable processing unit 80 through a snap-on
connector 82. The detachable processing unit might perform
all of the tunctions attributed to the built-in processing unit,
described above with reference to FIG. 7. Additionally, the
detachable unit 82 may be configured to interact with another
computing/peripheral device through the alternative connec-
tor 84. The other computing/peripheral device might provide
additional processing or might provide a user interface. In
some embodiments, the detachable processing unit 80 may
comprise primarily a memory for storing the sensed data,
which 1s processed by another device either through the alter-
native connector 84 or some other connection (not illus-
trated).

FIG. 9 1llustrates an intelligent prosthetic foot with a wire-
less unit for communicating data gathered from the bending
sensors. In this embodiment, the sensor system 30 commu-
nicates the sensed data to a remote processing unit (not illus-
trated) via a wireless transmitter 90.

As discussed with reference to FIG. 6 orto FIG. 8, in some
embodiments, the intelligent foot might be connected to
another computing/peripheral device for processing and/or
user interface functionality. FIG. 10 1llustrates an intelligent
foot with a snap-on connector for connecting to other com-
puting/peripheral devices. In contrast to the embodiment
illustrated 1n FIG. 8, the embodiment illustrated in FIG. 10
does not have a local processing unit, but communicates all
data to a separate computing/peripheral device. With refer-
ence to FIG. 10, the sensor system 50 1s connected through a
snap-on connector 82 to a dedicated computing device 120,
which might also be a personal digital assistant (PDA). FIGS.
11 through 14 illustrate possible computing/peripheral
devices, including, respectively, a wristwatch 110 (FIG. 11),
a dedicated computing device 120 (FIG. 12), a laptop 130
(F1G. 13), and a set of headphones 140 (FIG. 14). One skilled
in the art will appreciate that there are many computing/
peripheral devices that may be adapted to provide supplemen-
tary or complementary processing and/or interface function-
ality, which should be considered as contemplated by and
included 1n the embodiments described above.

As illustrated 1n FIG. 14, a user of an intelligent device may
configure the device to transmit sound signals received by a
user’s headphones or earphones. These sound signals might
help the user to associate certain sounds with the detected
performance characteristic percerved by a sensor system. In
one embodiment, the performance characteristic 1s the bend-
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ing of a resistive strip, which may indicate, alternatively, a
heel strike state and a toe load state of a prosthetic foot. The
intelligent device may be configured to give sound signals for
these alternating events during the movement of the device.
For example, the user of the intelligent foot may train with the
device on a periodic basis in order to train the brain to asso-
ciate pressure on the amputated limb, for instance, with the
performance characteristics perceived by wearing the intelli-
gent device. For example, the user may feel certain pressures
on the amputated limb from the device, or an intermediate
member such as a pylon, at the moment of a heel strike. Atthis
moment, the intelligent device may be configured to transmit
a particular sound signal. Over time, the user may learn to
associate the sound of a heel strike with the related pressures
telt on the limb. Another sound may indicate when the sensor
system has percetved a toe load. Thus, when the user hears
this alternative sound, the user’s brain may begin to associate
that sound with the different pressure sensations felt on the
amputated limb, caused, for instance, by the contact with the
socket of a prosthetic foot. When the intelligent device detects
neither a heel strike nor a toe load, for example, the intelligent
device may emit another sound, indicating that there 1s no
percerved state. By training the user to associate sounds with,
for instance, the pressure on a limb caused by a device asso-
ciated with a limb, the user of the device may begin to reha-
bilitate the natural proprioceptive functions of the limb,
which may be impaired. In this sense, embodiments of the
invention may be used to provide artificial proprioception to
a user of the device.

In some embodiments, the intelligent device may emit a
constant and continuous sound, indicating the present state
being percerved by the sensor system. In other embodiments,
different discrete sounds may be used. In addition to the
rhythm, the pitch and volume may also be varied, as well as
any other adjustment that would atifect the sound heard by the
user or another individual. As the user wears the intelligent
device, the particular gait pattern, for example, of the user will
be represented by the sounds emitted from the intelligent
device, such as a prosthetic foot 1n accordance with embodi-
ments of the invention. Over time, the user may become
accustomed to the alternating sounds and begin to recognize
and associate different feelings from the device through the
predetermined sounds (e.g., the programmed sounds
assigned to different sensing readings). Over a period of time,
the user may become accustomed to the sounds and associ-
ated feelings, such that the user no longer needs the sounds 1n
order to interpret the feelings from, for example, the pros-
thetic socket. Thus, in some embodiments, the audio signals
may be configured on a temporary basis. In these embodi-
ments, the audio function may consist of a connection to the
sensor system, a processor for recerving sensor inputs and a
transmitter for creating sound signals for the associated per-
formance characteristics. These components may be pro-
vided on a detachable component to the device, or may be
wirelessly connected. In other embodiments, the intelligent
foot may come equipped with the transmitting unit. In other
embodiments, the sound transmitting unit may be attached to
the foot as a separate computing device, such as a portable,
laptop, or desktop computer. The user may recerve the audi-
tory signals through a variety of devices. For instance, as
already mentioned, the user may wear headphones that
receive the signals. These signals may be transmitted either
through wireless or wired communication devices. For
instance, the wireless signals may be transmitted through a
Bluetooth, WiFi®, infrared, or radio transmitting device. The
headphones may be worn 1n or over the user’s ear or possibly
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implanted within the ear. In other embodiments, the sound
may be emitted a speaker on the device that broadcasts sound
to any within earshot.

Embodiments of the present invention relate to, or may be
used in combination with, the subject matter disclosed in the
tollowing applications, each of which 1s hereby incorporated
herein by reference: U.S. patent application Ser. No. 11/056,

344, entitled “SYSTEM AND METHOD FOR MOTION-
CONTROLLED FOOT UNIT,” filed on Feb. 11, 2003, and
published on Sep. 8, 2005, as U.S. Patent Application Publi-
cation No. 2005/0197717-A1; U.S. patent application Ser.
No. 11/057,391, entitled “SYSTEM AND METHOD FOR
MOTION-CONTROLLED FOOT UNIT,” filed on Feb. 11,
2003, and published on Sep. 1, 2005, as U.S. Patent Applica-
tion Publication No. 2005/0192677-A1; U.S. patent applica-
tion Ser. No. 11/315,648, entitled “SYSTEMS AND METH-
ODS FOR LIMB DETECTION,” filed on Dec. 22, 2005; U.S.
patent application Ser. No. 11/077,177, entitled “CONTROL
SYSTEM AND METHOD FOR A PROSTHETIC KNEE,”
filed on Mar. 9, 2005, and published on Dec. 22, 2005 as U.S.
Patent Application Publication No. 2005/0283257-A1; U.S.
patent application Ser. No. 11/123,870, entitled “MAGNE-
TORHEOLOGICALLY  ACTUATED  PROSTHETIC
KNEE,” filed on May 6, 2005; U.S. patent application Ser.
No. 10/615,336, entitled “SOCKET LINER INCORPORAT-
ING SENSORS TO MONITOR AMPUTEE PROGRESS,”
filed Jul. 8, 2003, and published on Mar. 25, 2004, as U.S.
Patent Application Publication No. 2004/0059432; U.S. Pat.
No. 6,610,101; and U.S. Pat. No. 6,764,520.

It will be understood that the foregoing 1s only illustrative
of the principles of the mvention, and that various modifica-
tions, alterations, and combinations can be made by those
skilled 1n the art without departing from the scope and spirit of
the invention. Although this ivention has been described in
terms of certain embodiments, other embodiments that are
apparent to those of ordinary skill i the art, including
embodiments which do not provide all of the benefits and
features set forth herein, are also within the scope of this
invention. Accordingly, the scope of the present invention 1s
defined only by reference to the appended claims.

What 1s claimed 1s:

1. A system for evaluating a prosthetic or orthotic device,
comprising:

a prosthetic or orthotic foot device comprising one or more
clongate members configured to bend 1n response to an
interaction of the device with a support surface upon
which a user of the device 1s moving;

at least one sensor associated with the one or more elongate
members, the sensor configured to bend with the one or
more elongate members in use and measure bending of
the one or more elongate members during the user’s gait;

a processor configured to recerve data from the sensor and
determine a condition of the device using said sensor
data, the processor configured to determine a condition
of the device by determining whether the data 1s inside or
outside of a predetermined range or exceeds a threshold
value; and

an interface configured to provide information regarding
the condition of the device.

2. The system of claim 1, wherein the condition 1s a gait

characteristic.

3. The system of claim 1, wherein the condition 1s indica-
tive ol whether the device 1s 1n a suitable working condition.

4. The system of claim 1, wherein the condition 1s align-
ment.

5. The system of claim 1, wherein the condition 1s one or
more usage statistics.
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6. The system of claim 1, wherein the condition 1s safety.

7. The system of claim 1, wherein the condition 1s related to
selection of the device.

8. The system of claim 1, wherein the condition 1s failure of
the device.

9. The system of claim 1, wherein the processor 1s a remote
processing unit and recerves data from the sensor via a wire-
less transmuitter.

10. The system of claim 1, wherein the processor 1s built-in
to the prosthetic or orthotic device.

11. The system of claim 1, further comprising a memory
configured to store the data from the sensor.

12. The system of claim 11, wherein the memory 1s a
built-in component on the device.

13. The system of claim 1, wherein the sensor produces
resistance output values that are correlated to the bending of
the one or more elongate members during locomotion.

14. The system of claim 13, wherein a higher resistance

output correlates to a smaller bend radius of the device.

15. The system of claim 1, wherein the device 1s a pros-
thetic foot.

16. The system of claim 15, wherein the prosthetic foot
comprises one or more elongate members made of a fiber-
reinforced composite material.

17. A system for providing artificial proprioceptive feed-
back from a prosthetic device, comprising:

a prosthetic device configured to be associated with a

user’s limb:
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a sensor associated with the device, the sensor configured
to measure a performance characteristic of the device;
and

means for communicating sound corresponding to the per-
formance characteristic, wherein the sound varies dur-
ing use of the device, and a sound pattern corresponds to
a gait characteristic of the user to provide artificial prop-
rioception to the user of the device.

18. The system of claim 17, wherein the device 1s a pros-

thetic foot.

19. The system of claim 17, wherein the means comprises

headphones or earphones.

20. The system of claim 17, wherein the means comprises
a speaker.

21. The system of claim 1, wherein the interface comprises
at least one LED light positioned on the prosthetic or orthotic
food device.

22. The system of claim 1, wherein the interface comprises
a computer monitor.

23. The system of claim 1, wherein the interface comprises
sound signals.

24. The system of claim 1, wherein the interface comprises
a PDA.

25. The system of claim 1, wherein the interface comprises
a connection for communicating imnformation regarding the
condition of the device.

26. The system of claim 1, wherein the interface provides
for wireless communication of information.
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